








DermaScalp LLC

510(k) Submission

DermaScalp Laser Cap

Diode Count- 50, 80,
120, 148, 180, 202,
224,272

Diode Count- 82,
202,272,302, 312,
352

Diode Count- 80,
120, 224, 300

Diode Count- 51

Diode Count- Ranges
from
1to 352

Classification: OAP

Classification: OAP

Classification: OAP

Classification: OAP

Classification: OAP

Fitzpatrick Skin Fitzpatrick Skin Fitzpatrick Skin Fitzpatrick Skin Fitzpatrick Skin
Phototypes — I-IV Phototypes — I-IV Phototypes — I-IV Phototypes — I-IV Phototypes — I-IV
Ludwig-Savin I-II Ludwig-Savin I-1I Ludwig-Savin I-1I Ludwig-Savin I-II Ludwig-Savin I-II
(females) (females) (females) (females) (females);
Norwood Hamilton IIA- | Norwood Hamilton Norwood Hamilton Norwood Hamilton Norwood Hamilton
V (males) IIA-V (males) IIA-V (males) IIA-V (males) IIA-V (males);

or both genders
Treatment- 17weeks, Treatment- 17weeks, | Treatment- Treatment- Treatment-
every other day every other day 17weeks, every 17weeks, every approximately
(indefinite) (indefinite) other day (indefinite) | other day 17weeks, every

(indefinite) other day (indefinite)

Total Laser Energy
Output: <250mW,
<400mW, <600mW,
<740mW, <900mW,
<1,010mW,<1,120mW,
<1,360mW

Total Laser Energy
Output: <410mW,
<1,010mW,
<1,360mW,
<1,510mW,
<1,560mW, and
<1,760mwW

Total Laser Energy
Output: <400mW,
<600mW,
<1,120mW,
<1,500mwW

Total Laser Energy
Output: <255mW

Total Laser Energy
Output: Ranges from
<5mW to <1,760mW

Device Class Il

Device Class Il

Device Class Il

Device Class I

Device Class Il

Conclusions:

December 14, 2017

For these reasons, the family of DermaScalp Laser Caps satisfy the FDA's
substantial equivalence requirements with respect to intended use, technological
and design characteristics. With reference to all devices cleared through the
OAP device classification, the sponsor respectfully proposes that the FDA has
acknowledged that Low-Level Laser/Light Therapy is a viable modality for
treating androgenic alopecia in both genders and that the red light lasers in class
3R, used in the DermaScalp devices referenced in this application are
substantially equivalent to the predicates. Additionally, no new safety or
efficacy concerns are raised due to the minor differences present between

devices.

The family of DermaScalp Laser Cap devices are as safe and effective as the
FDA Cleared predicate devices for male and female treatment, and is thefore
Substantial Equivalent to the FDA Cleared predicate devices with respect to

intended use, technological characteristics and safety characteristics.
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